This report is required by law (7 USC 2143). Failure to report according to the regulations ^ ' ^ ^ 

result in an order to cease and desist and to be subject to penalties as provided tor in Section 211 

/ i ’ ! ' ' See attached form tor 

additional information. 

Interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTS SERVICE 

1. CERTIFICATfi NUMBER: 23-R-0084 

CUSTOMER NUMBER: 349 

FORM APPROVED* 

0MB NO, 0579-0036 

ANNUAL REPORT OF RESEARCH FACIUTY 

(TYPE OR PRINT) 

Sanofi Pasteur Inc 

1 Discovery Drive 

(b)(2)High, {b){7)f 

Swiftwater, PA 18370 



Telephone: (570)-83g-7187 



3, RSPORTUilO FACILITY ( List all locations whore animals were housed or used In actual research* testing, or ej^oftmentation, or held for these purposes. Attach addidonal sheets if necessary } 


FACILITY LOCATIONS (Sites ) - See Atached Usting 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY I Attach addiflotial ihaeti If necaasarv or uM APHIS Fonn 7023A \ 


A. 

Aidma IS Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
patn-relfeving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests ware 
conducted involving 
accompanying pain or 
distress to the animels an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing dnigs were 
used. 

E. Nurrber of animafs upon vfoich teaching, experiments, 
research, surgery or tests were conducted Involving 
accompanying pain or distress to the animels and for ^ 
the use of appropriate anesthetic, analgesic, ortrenquUlz 
drugs would have adveredy atfoclsd the procedures, res 
or Interpretation of the teaching, research, experiments, 
surgery. Of tests. ( An explenelion of the prooedures 
producing pain or distress in these animals and the reast 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 



' ' ■ ■ ' 



6. Guinea Pigs 

77 

5103 

1340 

537 

6980 

7. Hamsters 






8. Rabbits 

0 

13 

0 

0 

13 

9. Non-human Primates 






10. Sheep 






11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 
























I ASSURANCE STATEMENTS | 


1 ) Professtonally acceptable standards governing the care, treatment, and use of animals. Including apprapflate use of anestedc, analgesic, and tranquilizing drugs, prior to, during, and following actual rew 
teadiing, testing, surgery, or experimentation were foltowed by this research facility. 


2) Each principal tovestlgator has considered alternatives to painty procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that excapdons to the standards and regyations be specified and exptalried by the principal investigator and ap 
Institutional Animal Care and Use Corrwnittee (lACUC). A summary of al euch exceptions Is attached to thia armuat report. In addition to Identifying the lACUC-approved exceptions, thts surrrfiary int 
brief explanation of the exceptions, as well as the species and nurhberof anirrerls aftected. 

4) The attending veterinarian for this research ledlHy has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible institutional Official ) 


b6, b7c 
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The vaccines business of sanofi-aventis Group 


Registration number: 23-R-0084 

Category £ Animal Usage Reported in Annual Report of Research Facility 

1 . Category E tests conducted in guinea nies : Tests were conducted involving pain or 
distress to the animals and for which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected results of the tests. 


2. Types of Tests Conducted 

b4 

3. Purpose of the Tests : Each lot of human vaccine containing diphtheria toxoid and/or 
tetanus toxoid is required by the US-FDA product license to be tested for potency by 
FDA approved procedures. 

4. Requirement for Test Procedures : Tests are required by 2 1 CFR 610.10 using 
procedures detailed in NIH Minimum Requirements for Diphtheria Toxoid, Tetanus 
Toxoid, and Diphtheria-Tetanus Toxoid combinations. 

5. Description of Test Procedures : 



b4 
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Category E Explanation Form ■ ] 

(cont’d) 
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